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Beto w b a cornmun/car/on iron, tHe EXAMINER In cnarge of tnla application 
COMMISSIONER OF PATENTS AND TRADEMARKS 

ADVISORY ACTION 

□ THE PERIOD FOR RESPONSE: 

from the date of the final rejection 

a) □ is extended to run _ « <=° nt > nues 10 ™ " 

, i_ ,,. „nrtor 17 r.FR 1 136(a) the proposed response and the appropnate fee. 

K Appellant's Brief is due in accordance with 37 CFR ^92(a). . 

B r , fitori has been considered with the following effect, but it is not deemed 

5?f Applicant's response to the final rejection filed UAil*>Z 

^ to place the application in condition for allowance: 

a^There is no convincing showing under 37 CFR 1 , 16(b) why the proposed amendment is necessary and was no, ea.er 



b.^They raise new issues that would require further consideration and/or search. (See Note), 
e □ They raise the issue of new matter. (See Note). 

d . D They are no, deemed to place the application in better form for appeal by materia,* reducing or simplifying * 

e. □ addi fiona, claims without cancelling a corresponding number o, finally rejected claims. 



NOTE: 



5« <yodt>Sr<l 1Ao\rf _ 



_ would be allowed if submitted in a separately filed amendment cancelling 
d [2f will not be entered and the status of the claims will 




jn nnnd and sufficent reasons why it ' 
5 . D The affidavit or exhibit will no, be considered because app.ican, „» .. good 

presented. ~ 
□ The proposed drawing correction □ has □ has not been approved by the exammer. f 

'Mother \<r <«tut^ RONALD B. SCHWADRON 

v njTjQ ODUIinvHM, 
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sr. rr :~r: r - - - - - — - 

rejections over the prior art. 

37 CFR 1 67(a) identifying this application oy *w 

, ,„ „, — » .« <~* ~ ;^rrr:-™» M 4 

one chemotherapeutic agent, 
amendment filed 2/1/2000. 

. . c ,w ^ 1 1 q C 1 12 first paragraph, as containing 
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of the previous Office Action is withdrawn because original claims 8-10 appear to 
encompass use of because the specification appears to use the 

term "C2B8" as meaning a nonradiolabelled antibody. 

6 Regarding applicants comments about priority for the claimed invention, the 
foHowing comments are made. While there is support in the instant -PP^j^ 
method of claims 11-13 (eg. original claims 8-10), there ,s no support for the cla.med 
invention in pages 15 and 16, and pages 61-62 of the instant specf.cat.on or « sa,d 
pages of the specification of 08/149099. Original claims 8-10 were not present ,n parent 
application 08/149099 (now US Paten. 5,736,137). Regarding columns 30-3 f US 
Patent 5,736,137 (eg. pages 61-62 of 08/149099), said passages of the specf.cat on 
disclose the use of C2B8 in combination with atherapeutic agent, bu, dc -not d.sclose the 
scope of the invention of claims 11-13 (eg. use of the antibody reeled ,n sect,on I of 
claim 1 1) The claimed invention is not disclosed in said passage, because sa.d passage 
restric ed to the disdosure of the use of C2B8 in combination with a chemotherapeu 
gent. There is also no disclosure in application 08/149099 of the claimed — -"9 
C2B8 and "at least one chemotherapeutic agent". There is no disclosure ,n the pare t 
application of the claimed method that uses a mixture of the chemotherapeute agents 

recited in said claim in combination with C2B8. 

This issue was discussed with BPS Schwartz on 7/13/99. 

Regarding applicants comments about column 32 of US Patent 5,736,137, said 
column does not disclose or incorporate by reference use of a mixture of chemotherapeu.,c 
Tgents. The materia, incorporated by reference in column 32 refers to use ofthe ,nd,v,dua, 
agents recited in lines 5-7, not mixtures of said agents. 

7. Claims 11-15 are rejected under 35 U.S.C. § 102(e) as being anticipated by 
Anderson etal. (US Patent 5,736,137). 

Regarding the inventors of US Patent 5,736,137, the inventorship ,s .ncorrectly 
listed on said patent. John Leonard was removed as an inventor of said >ff™<** 
Paper 39 of 08/149099, also see inventors listed on file jacket of sa,d a P plicat,on) Thus 
US Patent 5,736,137 constitutes prior art under 35 U.S.C. § 102(e). Anderson et al. teach 
the use of C2B8 (a particular species of anti-CD20 therapeutic antibody) in comb,nat,on 
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withachemotherapeuticagentwhere^^ 

such that US Patent 5,736,137 would not constitute pnor art. 

8 ClaimH is rejeCedunderSSU.S.C. 102(e) as anticipated by or in the alternative, 

h «Ts C 103 a) as obvious over Kaminski et al. (US Patent 5,595,721). 
" Kaminski'et ^ ^ ach the use of a chirneric an,i-CD20 antibody for the treatment of 

^antibody in combination with 

===== 

invention and that of the prior art. See InifiBesl, 

^Regarding applicants comments as, hey apply to. his rejedion, Kaminski etaUeach 

^ITsl JU. -refor^the disciosur e of K— i *ai 

enabled. While Kaminski e, a do no. £ » ^acteristics would be 

characteristics recited in claim 11, part (I), it appears tnai 
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found in an antibody that induces — ^ £££ ^^^a 
cla i m ed method appears to be same ' ^ heOBe. *r 

examining and companng the metho i of the M ^ ^ ^ 

burden is on applicant to show an unobv.ous drtndnn ^ 
invention and that of the prior art. See wni|e Kaminski e. al., do 

1977 , Regarding applicants comments ^^^^^.^ 
not teach that this antibody has the ^^ a ^ M that induces apop.osis 

C2B8) not recited in the claim rejected in this rejection. 

., j , -sk 1 1 <5 r 103(a) as being unpatentable over 
9 . Claims 11-13 are rejected under 35 U.&£ «JM and 9 Rob|nson et al . (US 
Press et al. (Blood) in view of Hellstrom et al. (WO 92/07466) 

Patent 5,500,362). antibody (see abstract) for the 

Press et al. teach the use of a munne -CD2 Oj* V ^ ^ 

treatment of B cell lymphoma. Press et at to ch tha ? t(see page 

administered 

586, column 1). Press et al. teach the use hours(s ee Figure 2) wherein the 

an ti b odydep,e,es^^^ 

dosage used is encompassed by the range ,<M 

does not teach that the method uses a has me functional 

r eoi,ed in the claim, While the munean„bo J^^^ ^ . 
properties recited in Cairn 11. Rob,nso « al. tea* ^ ^ ^ 

chimeric anti-CD20 would have ^ ^ " wM possess increased 

ant i bod y from ^ 
ADCC and CDC (see column 20). Hellstrom et a. have 
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routine experimentation. rejection Pr~ ec ot al fBlood) 

bxibJtiaimiefiiteflJnJ^^ p ess et * c|g . ms wh]|e the murine 

method uses a chimeric antibody with the dose 

Robinson 

et a,, teach that it would be expected that a ch, me no «*CO» wouW g 

activity in vivo compared to the murine rtj* *J* « d m n 20). Heiistrom 

chimeric antibody would possess increased ADCC an CDC ( 

contain human Fc (see page 13). Regarding | PP ^ ^ ^ 

declaration, said declaration ,s drawn to the ^ 
in the claims under consideration. The scopeoH e« * 
Anderson declaration is not commensurate W f 
Furthermore, ElSi^St^*!!^^ 

murine antibody taught by Press et anti .CD20 would have even 

because of increased ADCC and CDC. been 
Regarding applicants comments about proposed claim 1 1 , said claim 



entered. 
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a r 1 1 q r 103(a) as being unpatentable over 

et al . teach «ha* ,he antibody used ,n the ^^X^ * °* lymphoma. 
Robinson et a,, teach the use of ch,mer,c n -CD 0 n body ^ ^ 

Hellstrom et al. do not teach that the use of ch.menc ant,CD20 a y 
me.hod.Reffeta,.(XCe,Biochem.^ 

that said antibody binds B eel, lymphomas see ^*°™2* B cell lymphomas (see 

entire document). Anderson etal.teac thee, ^^^L,^^ 
said antibody binds B ^^^^^^ was made to have 
facie obvious to one of ordmarysk,,. ,r ^ ^^J™ teaoh that monoc , 0 na, antibody 
created the claimed invents because Hellstron et a. cancef 

treatment in combination with <*™*>^«£Z. um°r cells, Robinson e, 
wherein the antibody used in the aforemenhoned me od tend, mo ^ 
a,, teach the use of chimeric an<iCD2C I ant, c , ,e , * B J**^ ^ 
al. (Blood) or Reff et al. (J. Ce„. B,oohem.) « A"*™^^ of ordinary skil , in the 
antibody C2B8 and that said antibody b,nd B cell m P" °" m „ a ,. teach 

^^^^^^^^^^ 

that the aforement,oned method can be p ra could be used t0 

Anderson et al. refers to the Anderson e : ah re ^ ^ ^ 

8/29/97 (eg. the 1991 Abstract). It « noted tha the A de ^ P patent 
rejections in the previous Off.ce Act^r , , refe < ^^med invention had 
5,736,137). Anderson et al. was published in 1991. Even 
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priority to parent application 08/149099, the claimed inventions are not disclosed in parent 
application 07/978891 . Therefore, the Katz type Anderson declaration filed in the .nstant 
amendment would not overcome said reference as prior art. 

Regarding applicants about unexpected results, the C2B8 antibody was known in the art 
as per the Reff et al. (J. Cell. Biochem.) or Reff et al. (Blood) or Anderson et al. references. 

11. The text of those sections of Title 35, U.S. Code not included in this action can be 
found in a prior Office action. 

12. No claim is allowed. 

13 Papers related to this application may be submitted to Group 1600 by facsimile 
transmission. The faxing of such papers must conform with the notice published m the 
Official Gazette, 1096 OG 30 (November 15, 1989). Papers should be faxed to Group 
1600 at (703) 305-3014. 

14 Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Dr. Ron Schwadron whose telephone number is (703) 308- 
4680 The examiner can normally be reached Monday through Thursday from 7:30 to 
6 00 A message may be left on the examiners voice mail service. If attempts to reach the 
examiner by telephone are unsuccessful, the examiner's supervisor, Ms. Christina Chan 
can be reached on (703) 308-3973. Any inquiry of a general nature or relating to the 
status of this application should be directed to the Group 180 receptionist whose telephone 
number is (703) 308-0196. 
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